CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
85239

APPROVAL LETTER




NDA 85-239

FEB 2| 9m

Chromalloy Pharmaceuticals, Inc.
Carter-Glogan Laboratories Division
Attention: Samwl M. Fainberg, Ph.D.
5160 W. Bsthany Homs Road

Glendale, AZ 85301

Gentlemen:

Raference is made to youxr abiweviatsd new drug applicstion subwdtted
pursuant to Section 505(h) of the Federal FPood, Drug, and Cosmetic Act
for Estrone Suspsnsion, 5 mg/ml. - Sterile.

whmmmmmswwn. 1978, May 12, 1978,
September 12, 1978, Jammry 18, 1979 and Janusxy 26, 1979, -

The product will carry a axrent 24 mnth eapiration tegm.

We have completed the review of this abiweviated new druy applioation
and have conolnded that the druy is safe and effective foxr uss as
reccrmended in the sulmdtted labeling. Accoxdingly, the applicetion
is approved.

Any signdfioant chamge in tha conditicns cutlined in this abbweviated
new drug applioation, requires an approved sypplemsntal applioation
hdmﬁnm-yhnh.wﬁadm-dnmcmﬁm
mmm&mm.sxmvmmm.

This Adsinistration should be advised of any change in the maxketing
status of this drug.

The requiremsnt flor adequate data to agsure the biologic availability
is being defarred at the present time. Rowever, our action in approving
this application is based upon an understanding that if this reouiremsnt
is reinstated you will perform the appropriate procedares.

An Abtweviated New Drug Application is approwved on the hesis of a
determination that the subject drug is as safs and as effective as the
referanced New Drug Application product. Claims of ssperior safety cor
efficacy for an Abbreviated New Irugy Application product csmnot be made
unless such superiority has been demcnstrated by adacuate and well controllsd
studies which have bean submitted to and approved by FDA.



Enclomzess
Conditions of Agprowvel of a New Drug Applicetion
Reccrds & Reports Regquirements
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